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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be availabie under the provisions of 37 CFR 1.136(a). In no event, however, may a repfy be timely filed 
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Status 

1)^ Responsive to communication(s) filed on April 14.2000 and August 14 and 28. 2000 . 
2a)n This action is FINAL. 2b)|gl This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
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4) 13 Claim(s) 1-16 is/are pending in the application. 
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5) n Claim(s) is/are allowed. 

6) 13 Claim(s) M6 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claims are subject to restriction and/or election requirement. 

Application Papers 
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Application/Control Number; 09/550,1 73 Pagi 
.Art Unit: 1636 

DETAILED ACTION 

This Office Action is in response to the application filed on April 14, 2000 and to the 
Information Disclosure Statements filed on August 14 and August 28, 2000. Claims 1-16 are 
pending in the instant application. 



Specification 

The abstract of the disclosure is objected to because it contains more than the one 
required paragraph. Correction is required. See MPEP § 608.01(b). 



The disclosure is objected to because of the following informality: the use of the term 
"allylhydrocarbon receptor". The "allylhydrocarbon receptor" is not a known term in the art for 
receptor of dioxin. For examination purposes the correct term is assumed to be "aryl 
hydrocarbon receptor". Appropriate correction is required. 



The specification contains nucleotide and/or amino acid sequences (on pages 19, 43, 44, 
46, 47, 50, 51, 64, 65, 69, 70, 72, 73, 79 and 81-85) that are encompassed by the definitions for 
nucleotide and/or amino acid sequences set forth in 37 CFR 1.821(a)(1) and (a)(2). However, . 
this application fails to comply with the requirements of 37 CFR 1.821 through 1.825 for the 
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reason set forth on the attached Notice To Comply With Requirements For Patent AppHcations 
Containing Nucleotide Sequence and/or Amino Acid Sequence Disclosures. Applicant must 
provide a paper copy and a computer readable copy of the Sequence Listing and a statement that 
the content of the paper and computer readable copies are the same and, where applicable, 
include no new matter, as required by 37 CFR L821(e) or 1.821(f) or 1.821(g) or 1.825(b) or 
1 .825(d). A full response to this Office action must include a complete response to the 
requirement for a new Sequence Listing. 

Claim Objections 

Claim 14 is objected to because of the following informality: the recitation of the phrase 
"naturally having". This phrase is grammatically incorrect. Appropriate correction is required. 



Claim Rejections - 35 USC § 101 
35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claim 10 is rejected under 35 U.S.C. 101 because the claimed recitation of a use, without 
setting forth any steps involved in the process, resuhs in an improper definition of a process, i.e., 
results in a claim which is not a proper process claim under 35 U.S.C. 101. See for example Ex 



Application/Control Number: 09/550, 1 73 Page 4 

Art Unit: 1636 

parte Dunki, 153 USPQ 678 (Bd.App. 1967) and Clinical Products, Ltd v. Brenner, 255 F. 
Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 10 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 10 provides for the use of an animal cell for evaluating an agonist activity or an 
antagonist activity of a chemical substance over the transcription promoting ability of a ligand- 
responsive transcription control factor, but, since the claim does not set forth any steps involved 
in the method/process, it is unclear what method/process applicant is intending to encompass. A 
claim is indefinite where it merely recites a use without any active, positive steps delimiting how 
this use is actually practiced. 

Claims 1-16 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 
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Claims 1, 2, 9 and 14 are indefinite in the recitation of the phrase "substantially consists 
of. The definition of the phrase on pages 20-21 of the instant specification is not sufficient to 
clearly define the metes and bounds of the claims. 

Claims 3, 4 and 9-13 are indefinite in the recitation of the term "allylhydrocarbon 
receptor." The "allylhydrocarbon receptor" is not a known term in the art for a receptor of 
dioxin. For examination purposes the correct term is assumed to be "aryl hydrocarbon receptor". 

Claim 9 recites the limitation "said responsive transcription control factor" in lines 11-12. 
There is insufficient antecedent basis for this limitation in the claim. 



Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed pubhcation in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-3, 5-8 and 10-15 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Evans et al. (US Patent 5,298,429: IDS reference). Evans et al. teaches a mammalian cell 
containing non-endogenous DNA which expresses a hormone receptor (said receptor can be an 
intranuclear hormone receptor, estrogen receptor, androgen receptor and/or a thyroid hormone 
receptor) and a DNA sequence which expresses a hormone response element operatively linked 
to a reporter gene sequence. The test cell of Evans et al. is made by introducing into said cell 
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plasmids which contain the non-endogenous DNA sequences and selection marker gene 
sequences for propagation of the plasmids in the test cells. The non-endogenous DNA sequences 
are eukaryotic sequences which are known in the art to have TATA box promoter sequences. 
The test cells are employed in a method for determining whether a substance is a hormone 
receptor agonist or a hormone receptor antagonist. The test cells are cuhured in the presence of 
the substance and the expression of the reporter gene is monitored to assess transcription activity. 
The test cells with reagents for making and using the test cells can be contained in a kit. The 
elements in claims 1, 2, 5-8 and 10-15 read on the test cells and bioassay of Evans et al (see 
entire document). 

Claims 1-5 and 9-15 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Bradfield etal. (US Patent 5,650,283: IDS reference). The test cells and methods of Bradfield et 
al. are akin to those of Evans et al with the exception that Bradfield et al teaches a test cell 
which is modified to express the intranuclear dioxin receptor (Ah receptor or aryl hydrocarbon 
receptor) and its dimerization partner, the Arnt receptor. The elements in claims 1-5 and 9-15 
read on the test cells and bioassay of Bradfield et al (see entire document). 
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Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over Evans et ai (US 
Patent 5,298,429: IDS reference). Claim 16 requires that the plasmid encoding the receptor gene 
have a different selectable marker from the plasmid encoding the reporter gene. Evans et ai 
teaches cotransfection of both plasmids into the test cells however does not specifically teach 
that the cotransfected plasmids have different selection markers. It is well known in the art that 
when carrying out a cotransfection protocol it is advantageous to use different selection markers 
for each plasmid in order to be sure that each plasmid was successfully taken up by the cell. One 
of skill in the art would be motivated to use different selection markers as a control method in 
cotransfection protocols. Therefore it would have been obvious to a person of ordinary skill in 
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the art at the time that the instant invention was made to use different selection marker genes for 
each plasmid when carrying out cotransfection protocols. 



Conclusion 

Claims 1-16 are rejected. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Katharine F. Davis whose telephone 
number is (703) 605-1 195. The examiner can normally be reached on Monday-Friday (8 ; 30am- 
5:00pm). If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Richard Schwartz can be reached on (703) 308-1133. The fax phone numbers for 
the organization where this application or proceeding is assigned are (703) 308-4242 for regular 
communications and (703) 305-1935 for After Final communications. Any inquiry concerning 
the formalities of this application should be directed to Patent Analyst Dianiece Jacobs whose 
telephone number is (703) 305-3388. Any inquiry of a general nature or relating to the status of 
this application or proceeding should be directed to the receptionist whose telephone number is 
(703)308-0196. 



Katharine F. Davis/KFD 
January 2, 2001 
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